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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 3-5, 7-10, 12, 13, 15, 18, and 19 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Langton et al(5,460,592) in view of Bolea(5,863,790). 

Langton teaches a method of making and sterilizing a seed train. The applicant's 
attention is invited to column 2 lines 60-64, showing the method of heating and 
subsequently cooling to make the seed train. semi-rigid. Column 3 lines 10-13 that 
teaches the device can be stiffened and sterilized at the same time. Column 6 lines 1-3 
show a temperature range of 150-185 C for 1 hour to stiffen the material. The examiner 
is taking element -13- as a closed container. Sleeve -28- is gas impermeable. 1-125 
is set forth in column 5, lines 14-21 . It is inherent that the seeds a free of moisture. 
Regarding claim 12 - the heat is dry heat. The applicant's attention is invited to column 
6, line 1 . However Langton et al does not teach a time of at least two hours for 
sterilization. It is old and well known in the medical art that when using dry heat for 
sterilization the typical time period is at least two hours as shown by Bolea column 1 
lines 39-42. It would have been obvious to one of ordinary skill in the medical arts at 
the time the invention was made to use a time period of at least two hours for dry heat 
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sterilization for the device of Langton et al as set forth in Bolea to ensure the device is 
properly sterilized. 

Claims 9 and 19 - the seeds may be 1-125 and Pd-103, column 5 lines 5-21 . 

Claim 10 - It is the examiner's position that the seeds of Langton et al are 
inherently free of moisture but if they would include at the beginning of the dry heat 
sterilization process the seed would be free of moisture at the end of the dry heat 
sterilization process. 

Claim 14 - the applicant's attention is invited to the embodiment of figure 23. 

Claim 18 - it is the examiner's position that the elements are isotropic, unless 
specifically designed to provide a dose distribution, which is not isotopic, the radiation 
distribution of most seeds known in the medical arts are isotropic. The applicant has 
provided no evidence that the seeds of Langton et al are out of the ordinary and 
therefore are considered to be isotropic. 

Claims 7 and 1 5 - the devices after sterilization are shipped the end user. The 
end user would need to know what specific radiation train is contained in the sterile 
package to decide which seed train to use. Labels are well known in the medical arts to 
provide end users with the information they need. The examiner is taking official notice 
that end user package labels are well known in the medical arts and would have been 
obvious to use with the container of Langton et al. to provide the end user with the 
required information. 

Claim 8 - when using an autoclave it is known to sterilize more than one 
instrument at the same time. It would have been obvious to one of ordinary skill in the 
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art at the time the invention was made to sterilize more than one device at a time as a 
duplication of elements which is within the skill of one of ordinary skill in the art. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kan 
6,106,455 in view of the combination of Langton et al (5,460,592) and Bolea(5,863,790) 
as applied to claim 1 above. Kan teaches sterilizing loose seeds with steam. Langton 
and Bolea teach using dry heat in the range claimed for the time claimed by the 
applicant. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use dry heat sterilization with the device of Kan as a substitution 
of functionally equivalent elements as taught by Langton et al and Bolea. 

Response to Arguments 

On page 3 of 7 in the applicant's remarks the applicant argues that "one skilled in 
the art would be discouraged from increasing the one-hour time for sterilization in 
Langton because the seed train is stiffened and sterilized in one hour." The examiner 
disagrees and as previously pointed out that the one hour time limitation set forth in 
column 1 lines 1 and 2 is only to "stiffen the bioabsorbable material" to maintain the 
strand rigid and maintain its shape. Langton et al does not indicate that one-hour of dry 
heat will stiffen and sterilize the seed strand only that the one hour time limit will "stiffen" 
the seed strand. 
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It is the examiners position that if the seed strand of Langton et al were to be 
stiffened and sterilized separately the process would be as follows as set forth by 
Lagnton, column 2 line 56 through column 3 line 9. 

The seed strand would first be heated for one hour to stiffen the seed strand, 
column 6, lines 1 and 2. The seed strand would then be cooled as set forth in column 2 
lines 62-65. After the strand is cooled the strand would be packaged and then sterilized 
by gas or gamma irradiation. This method would require the strand to be handled and 
moved between the stiffening and packaging steps and then handled and moved again 
between the packaging and sterilizing steps. 

Langton does not set forth dry heat sterilization in a procedure where the strand 
is stiffened and sterilized separately. However, because dry heat sterilization is old and 
well known in the medical arts one of ordinary skill in the arts would have found it 
obvious to use dry heat sterilization in place of gas or gamma sterilization. In this 
procedure, the strand would be stiffened by dry heat for one hour, cooled, handled and 
transported to be dry heat sterilized for at least two hours which is what is old and well 
known as the standard in the art as shown by Bolea then the strand would be cooled 
and packaged, for a total time in dry heat of at least 3 hours. 

Langton does set forth that the process of stiffening and sterilizing may be 
completed together to produce a "one step" manufacturing process. In this method, the 
strand would be placed in dry heat for at least two hours as shown by the combination 
of Langton et al and Bolea, the strand would be stiffened after the first hour of the 
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heating while sterilization would not be finished until the strand has been in the dry heat 
for at least two hours. The strand then be cooled and packaged. 

Combining the steps of stiffening and sterilizing requires a total heating time of at 
least two hours while the method using separate stiffening and sterilizing with dry heat 
requires a total heating time of at least three hours. 

Therefore, the combination of the teachings of Langton et al and Bolea would 
have been obvious and the references do not teach away from an at least two hour time 
period as argued by the applicant. 

The applicant argues that the temperature set forth in claim one is not anticipated 
by the combination of Langten et al and Bolea. The examiner does not understand why 
the applicant does not feel that a temperature range of 180°C and above anticipates the 
claimed temperature range of at least 140°C. The applicant's attention is again directed 
to the examiners response to arguments of the office action of 8/17/2006. 

The applicant also argues that Bolea does not teach dry heat sterilizing 
radioactive seeds and that the framework of 35 U.S.C. 103 may not be used to pick and 
choose only so much of a reference as will give support for a given position taken by the 
examiner to the exclusion of other parts of the reference necessary to the full 
appreciation of what such a reference fairly suggests to one skilled in the art. 
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In response it is the examiner's position that the applicant is correct that Bolea 
does not teach dry heat sterilization of radioactive seeds. Bolea does however teach 
that the generally accepted time period for dry heat sterilization is two hours. The 
examiner has not used Bolea to show dry heat sterilization of radioactive seeds only the 
generally accepted time period for such sterilization. The examiner has reviewed Bolea 
in its entirety and believes that the dry heat sterilization time period of at least two hours 
is clearly taught in Bolea and nothing in Bolea teaches away from using such a time 
period in dry heat sterilization of radioactive seeds. 

Langton et al does teach dry heat sterilization of seeds but does not set forth the 
•time period required for such sterilization as set forth above. 

The applicant further argues that Langton et al teaches that the seed strand is 
sterilized and stiffened in one hour and therefore teaches away from at least two hours 
as set forth by the examiner. 

The examiner disagrees because the applicant has failed to show that Langton et 
al sterilizes and stiffens the seed strand in only one hour. The examiner has pointed out 
above the one hour time period set forth by Langton et al is only for stiffening the seed 
strand and is generally considered not sufficient for sterilization as set forth by Bolea. 

Lastly the applicant argues that the seeds of Langton et al are out of the ordinary 
and thus are isotropic. Further, the dose distribution is out of the ordinary, last three 
lines of page 5 of the applicant's arguments. The examiner has reviewed Langton et al 
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including the lines cited by the applicant and has not found the seeds are out of the 
ordinary, the seeds are isotropic or the dose distribution is out of the ordinary. Further, 
even if such was found in Langton et al the examiner believes the arguments are not 
persuasive because limitations to the argued subject matter does not appear in or are 
precluded by the claims. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel G. Gilbert whose telephone number is 571-272- 
4725. The examiner can normally be reached on Monday-Friday 6:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571-272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 ,272-1 000. 

Samuel G. Gilbert 
Primary Examiner 
Art Unit 3735 
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